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DETAILED ACTION 

1 . The request filed on 10/27/2008 for Continued Examination (RCE) under 37 CFR 1.114 
based on parent Application No. 10/810,330 is acceptable and a RCE has been established. An 
action on the RCE follows. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 60-64 and 69-70 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Evans et al (US 2002/0010487) in view ofDror et al (5,102,402). 

Evans et al disclose in figures 2-4, a method for collecting, and removing thrombus from 
blood vessels, including: scoring the lesion with a scoring structure 19 comprising metal 
scoring elements 30 which carried by an expansible balloon (see paragraph 68 and 80), 
and wherein the balloon is expanded to engage the scoring elements against stenotic 
material in the lesion to cut the stenotic material (see paragraph 65 and 82). Regarding to 
the recitation a method of delivering a drug to a blood vessel lesion has not been given 
patentable weight because the recitation occurs in the preamble. A preamble is generally 
not accorded any patentable weight where it merely recites the purpose of a process or 
the intended use of a structure, and where the body of the claim does not depend on the 
preamble for completeness but, instead, the process steps or structural limitations are able 
to stand alone. See In re Hirao, 535 F.2d 67, 190 
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USPQ 15 (CCPA 1976) andKropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478,481 
(CCPA 1951). 

Evans is silent regarding the step of releasing a drug into the lesion and inflating a 

balloon to radially expand. 

Dror teaches the step of releasing a drug into the lesion (see col. 2, lines 7-37). 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Evans by releasing a drug into the lesion as taught by Dror in 
order to produce affecting drugs or diagnostic materials exactly where it is needed. // would 
have further been obvious to one having ordinary skill in the art at the time the invention was 
made to reverse the balloon to be deployed in combination with the shearing baskets 18,20 for 
radially expanded, since it has been held that a mere reversal of the essential working parts of a 
device involves only routine skill in the art. In re Einstein, 8 USPQ 167. 
Evan further teaches wherein the metal scoring elements are included in a scoring cage slidably 
carried to the expansible balloon (see figs. 2, 4). At best in fig. 4, Evan teaches the scoring 
elements in the scoring cage which are arranged helically over the balloon. As to claims 61-64, 
Dror teaches the drug is carried by the balloon 12 as a platform, where the drug is present in 
capsules 16 or in a drug containing polymer (see col. 2, line 1 1). 

Response to Arguments 
3. Applicant's arguments filed 10/27/2008 have been considered but they are not persuasive. 
Applicant states that Evan reference does not teach inflating a balloon to radially expand a 
scoring structure. Examiner disagrees. It is noted that figures 2-4 of Evan teaches a cage 
structure 28 comprising a pair of helical blades 18,20. These blades do have some sort of 
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radially expanded in combination with a balloon (see paragraph 80 and the above comment 
regarding to "reversal of parts" rejection). Furthermore, the applicant argues that Dror reference 
fails to show certain features of applicant's invention, it is noted that the features upon which 
applicant relies (i.e., the drugs would necessarily be in liquid in order to be mixed by the 
shearing blades. . .) are not recited in the rejected claim(s). Although the claims are interpreted in 
light of the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). In fact in Applicant's claim 
63 does recite "the drug is present in capsules". Furthermore, Dror teaches the drug is carried by 
the balloon 12 as a platform, where the drug is present in capsules 16 or in a drug containing 
polymer (see col. 2, line 11). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Victor X. Nguyen whose telephone number is (571) 272-4699. 
The examiner can normally be reached on M-F (8-4.30 P.M). 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor. Ho Jackie can be reached on (571) 272-4697. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from tiie Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Kevin T. Truong/ /Victor X Nguyen/ 

Primary Examiner, Art Unit 3734 Examiner 
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